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daily. May be covered with a sterile 
bandage.’’ 

(e) The word ‘‘doctor’’ may be sub-
stituted for the word ‘‘physician’’ in 
any of the labeling statements in this 
subpart. 

[52 FR 47332, Dec. 11, 1987, as amended at 61 
FR 58472, Nov. 15, 1996] 

§ 333.160 Labeling of permitted com-
binations of active ingredients. 

Statements of identity, indications, 
warnings, and directions for use, re-
spectively, applicable to each ingre-
dient in the product may be combined 
to eliminate duplicative words or 
phrases so that the resulting informa-
tion is clear and understandable. 

(a) Statement of identity. For a com-
bination drug product that has an es-
tablished name, the labeling of the 
product states the established name of 
the combination drug product, followed 
by the statement of identity for each 
ingredient in the combination, as es-
tablished in the statement of identity 
sections of the applicable OTC drug 
monographs. For a combination drug 
product that does not have an estab-
lished name, the labeling of the prod-
uct states the statement of identity for 
each ingredient in the combination, as 
established in the statement of iden-
tity sections of the applicable OTC 
drug monographs. 

(b) Indications. The labeling of the 
product states, under the heading ‘‘In-
dications,’’ the indication(s) for each 
ingredient in the combination, as es-
tablished in the ‘‘Indications’’ sections 
of the applicable OTC drug mono-
graphs, unless otherwise stated in this 
paragraph. Other truthful and nonmis-
leading statements, describing only the 
indications for use that have been es-
tablished and listed in this paragraph 
(b), may also be used, as provided in 
§ 330.1(c)(2), subject to the provisions of 
section 502 of the act relating to mis-
branding and the prohibition in section 
301(d) of the act against the introduc-
tion or delivery for introduction into 
interstate commerce of unapproved 
new drugs in violation of section 505(a) 
of the act. 

(1) For permitted combinations identi-
fied in § 333.120(a). The indications in 
§ 333.150 should be used. 

(2) For permitted combinations identi-
fied in § 333.120(b). In addition to the re-
quired indication identified in § 333.150, 
the labeling of the product may state, 
under the heading ‘‘Indications,’’ the 
following additional indication: ‘‘First 
aid for the temporary relief of’’ (select 
one of the following: ‘‘pain,’’ ‘‘discom-
fort,’’ ‘‘pain or discomfort’’ or ‘‘pain 
and itching’’) ‘‘in minor cuts, scrapes, 
and burns.’’ 

(c) Warnings. The labeling of the 
product states, under the heading 
‘‘Warnings,’’ the warning(s) for each in-
gredient in the combination, as estab-
lished in the warnings sections of the 
applicable OTC drug monographs. 

(d) Directions. The labeling of the 
product states, under the heading ‘‘Di-
rections,’’ directions that conform to 
the directions established for each in-
gredient in the directions sections of 
the applicable OTC drug monographs. 
When the time intervals or age limita-
tions for administrations of the indi-
vidual ingredients differ, the directions 
for the combination product may not 
exceed any maximum dosage limits es-
tablished for the individual ingredients 
in the applicable OTC drug monograph. 

Subpart C—Topical Antifungal 
Drug Products 

SOURCE: 58 FR 49898, Sept. 23, 1993, unless 
otherwise noted. 

§ 333.201 Scope. 

(a) An over-the-counter antifungal 
drug product in a form suitable for top-
ical administration is generally recog-
nized as safe and effective and is not 
misbranded if it meets each of the con-
ditions in this subpart and each gen-
eral condition established in § 330.1 of 
this chapter. 

(b) Reference in this subpart to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted. 

§ 333.203 Definitions. 

As used in this subpart: 
(a) Antifungal. A drug which inhibits 

the growth and reproduction of fungal 
cells and decreases the number of fungi 
present. 
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